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FOOD AND DRUG ADMINISTRATION
Dockets Management Branch HFA-305
12420 Parklawn Dr., Room 1-23
Rockville, MD 20857

Attn: Docket Number 955-0158

Subject: BB-IND 7371
Protocol AHSO02: Disclosure of Study Results, and Additional Community
Consultation Documentation

To Dockets Management Branch:

Reference is made to our Investigational New Drug Application for Humanized
Monoclonal Antibody Hu23F2G for Hemorrhagic Shock, BB-IND 7371, which was
originally submitted to the FDA Office of Therapeutics Research and Review on
October 28, 1997. We also refer to:

i) Protocol AHS02, entitled “Phase 2B Safety and Efficacy Study of Hu23F2G in
Subjects with Hemorrhagic Shock,” which was included in the original submission;
and

ii) The guidelines described in 21 CFR §312.54(a) which require that Institutional Review
Board (IRB) information concerning public disclosure be submitted to Docket 95S-

0158, for clinical investigations involving an exemption from informed consent under
21 CFR§50.24.

The purpose of this submission is to provide documentation (21 CFR§50.24(a)(7)(iii))
concerning public disclosure following completion of Protocol AHS02. The individual
site’s IRB has approved the advertisement included in this submission to apprise the
communities and researchers of the completed study. The advertisement includes
demographic characteristics of the research population and the study results. The
advertisement was run in the Houston Chronicle on both Monday, March 6, 2000 and
Wednesday, March 8, 2000.

Listed below is the IRB which governed the site that conducted Protocol AHS02. Copies

of the advertisements for disclosure of study results as approved by this IRB are included
in this submission.
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Committee for the Protection of Human Subjects
University of Texas — Houston Medical School
6431 Fannin, JFB G.700
Houston, Texas 77030

If you have any comments or questions/ regarding this submission, please do not
hesitate to contact me at (425) 415-2297.

Sincerely,

Tyt

eff Hesselberg, M.B.A.
Associate Director, Regulatory Affairs
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NASHVILLE, Tenn. (AP) ~
Members of the music and film
industry have donated their ex-

ise to 2 man sentenced to die

e ki a poiice offlcer. They
are p cing a video with the
single:goal of persuading the gov-

ernor' to grant clemency o the
condemned man,

The state's parole board has
viewed videos in other cases, typi
cally from crime victims who
don’t want to testify in person,
said Donna Blackburn, the
board's executive director.

But this video is different,

Amid emotional testimony and
professionaily arranged photoa
and news footage, narrator Anas-
tasia Brown - a music talent
manager married to one of the
aty’s mast successful record pro-
ducern, MCA Nashville President
Tony Brown -~ asks Gov. Don
Sundquist to show “grace and
mercy” in his consideration of the
case of Philip Workman.

Worlaman, 46, is to be executed

il § for fataily shooting Mem-
phis police Lt Ronald Oliver in
1981,

Workman has a parole board
hearing Thursday, and Sundquist

Brown then makes the defense
team's case.

wmlegal 's lawyers say heul;aatz
poar representation at tri
that balllstdcs evidence suggests
someone eise fired the shot that
killed Qliver, and that a key pros-
ecution witness now says he nev-
er saw the shooting.

“We can crystailize a lot of our
issues on the tape, so that we
don’t have to spend a lot of time
at the hearing explaining our evi-
dence,” said Jetferson Dorsey,
one of Workenan's lawyers,

The 2S-minute tape includes
narration, quotes from court rui
ings, crime scene photos. televi-
sion news footage and recent in-
terviews with Werkman, his
daughter, the shooting victim's
daughter and three of the original
trial jurors. All ask that he be
spared ffom execution.

The vides also has footage of
Harold Davis, the prosecution
witness who told Worlanan's law-
m that Memphis poiice coached

im to give false testimony.

The video was directed by Trey
Fanjoy and edited at Ground

Zero, a Nashwville production facl-

Trauma Study Results

The University of Toxas - Mouaston Msdical
Schoolt/Hearmann FHosoital recently DartiGi-
ated 1N a2 rensarch atudy (o sxamMne an
nvestiganonal drug that may neip savares
ly Injured persons. Cne very important
part of iNis study was that watver of Inci-
viduai or tmmily conessnt to participate in
this study was posaitie. informed consent
ragitionatly must be abtained from a
patiant ar from the patients responaibie
reiatives Lefore that patient may Dw
snNtered INtQ a rasaarch study. The detaila
Of the resaarchT atudy are clearly sxpisined
and any Questions ares asked and
answearad, and gsvaryons understands that
they m.E ?100 10 Dw in the study OF Not.
The aderal Food and Dru
Administranon (the FODA) rmqguiates
resesrcht studies and, occaasionally, pere
mita waiver of conaant. The Cormmitise for
the Protection of MHuman Subjects (CPHS)
has direct control oves this maner at the
Universmy of Texms - Houston Medical
School and., al wihth the FODA, soproved
waiver of consent, The CPHS is made up
of individuais from many different Dack-
rounds, wno review ail studies invoiving
Uman subfects in an effort 0 protect the
patient and Make certain that as Much s
PORsIDie nas Deen done !0 ensure swlety,
rivagy and confidentiailly, emotiona
eaith and many other accial considera-
tlons. i
Patlants waeare anraited in the study in one
ot three ways. Flrat, ?-uom- gave their
own Informad consant f they ware able,
Secong, if a patient was unatis o con-
sent, then upon arrivel in the smergen
Gepartmant the Nosoital statt tried 1O rea
a lamily memvper, ! this was successfutl,
the 'amily was asked 10 provide informaed
ansent, inlormed assent is very asimilar to
Intormed conasent, but hatead of the
patient receving miorm.non andG agreein
Qr NOt agreeing (G the treatmant otfered,
the tamiiy mermbear acta lor the patent.
Thirg, it a tamily mamder was not located
Quickly enougn for the drug to have a
chance of wormn% the patient was
enrciled under the FDA regulationa per-
miting the use of wavaer of conasent, The
eHort 10 locate and inform family contine
uad aeven afled the patient had heen
enroiied in the study and received the tirat
dose of the drug. Men lound, famiiy
mempers ware ?:von the opportunity o
C{l?l. whether their relative stayed in the
atudy,

The inveatigationat dmsAthnt was tested In
caited HU2JF2Q (LeukArraat TM), 1ICOS
(Bothell, Washington) ia the manufacturer

ot the drug and the sponaar of the study.

QuNshots, etc. In order 'O datermine the
satety and eftecttvenesa of this new drug,
ressarchers studisd 150 reuma patients
at 11 reuma centers hroughout the
United States. In this clinical wtial, some
patienta received ane of wa different
dosea of the drug, HU2IF2G, along with
standard care for thesr lnluty. anda some
received standuard care only.

Enrotimant INto the a was compietsd
an January 29, 1999, iInformation trom all
of the trauma Cuntam where the stu WS
carried out Indicates hat 14%°% ot patients
ware avie 1o -lgn their own conaent, Fifty-
three percent (L3%) nad a family member
provide informed assesnt and Ve ware
anralied with walver of Informed consent.
At the UnwowstZ‘ ot Texms - Houstan
Maedical Schoci/Hermann Hospital, 28
patients ware anrolled INto the study from
April 1998 10 the and of Janua .
Ons patient was apie 10 siGn their own

sont

The average pattent was 38 years old:
maies were ecroiled twice as Q!

Dy Atrican
American (25%) and other races (17%%). At
Unpvonl:r ot Texas - Houston Medicat
SchooUHermann Hospltal the svermge
patient was 4Q old, ana 1

.and 12 females ware -nm‘nod. The mejor-

:ty of patients ware Ca

owed Dy Other races (32%) snd A)r‘c-n
Amencan (11%).

Preilminary an-lgul- of the atucty has been
Mormed. MU23F2G appears to be sxte

N this patient utation. Oversall a total of
11 patents (7 dleq In the study, The
death rate was 10% In patients who
received standurd of care mione and 6% in
atlents who rec uU23F2G. Althaugn

Nere was Ittie Jifterence

UJF2G
ures compared with those patlents who
receivaed standarg care aniy.
anaiynses of the data are UNderway.

Any questions about this atudy shouild be
diracted 10 Fraderck A. Moore, M.D., at
(713) 500-7228.
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